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Introduction

CARIM is an inventory management computer database system developed to effectively
manage and control all investigational drugs at the Division of Microbiology and Infectious
Diseases Clinical Agents Repository (DMID-CAR).

The Clinical Agents Repository Inventory Management (CARIM) system has been designed and
developed by Fisher Bioservices and Cascades Technologies Incorporated (CTI). CARIM is
intended to manage all investigational drugs at the Division of Microbiology and Infectious
Diseases Clinical Agents Repository (DMID-CAR).

There are three components that must be considered by users who want to access the WWW:
hardware, software, and network connectivity. All three must be present and established in
order to access the web effectively. CARIM is based upon World Wide Web (WWW)
technologies. As such, it consists of a single database accessed by users across the Internet
using a web browser, such as Netscape's Navigator or Microsoft's Internet Explorer. This
approach provides the advantages of a centrally supported system as well as increased
accessibility through the Internet. Using a web browser, users access the CARIM server and
log into the application. After completing the login process, the user is presented with
welcoming information and a menu of available options. Information related to CARIM data can
then be entered, retrieved, or modified by the user just as if the data were located on his or her
personal computer.

Note: Printed material considered to be uncontrolled 8
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Project Description

Background

The CARIM computer database system has been designed to automate the receiving, shipping,
inventory control, and activity report processes of the DMID Clinical Agents Repository (DMID-
CAR).

Solution

CARIM has been developed with Internet usability in mind. The Web server software for this
project is Microsoft’s Internet Information Services 6.0 (I1IS). The ColdFusion Enterprise MX
application server is used as the application server to connect the Web application to the
database and provide dynamic content for the browser based CARIM application. All this
architecture is based on the Microsoft's Windows 2003 server software. Fisher BioServices Inc,
is providing the necessary server hardware and software licenses required for the project and it
is targeted for users with version 5.0 or above of the Microsoft's Internet Explorer or Netscape
Navigator browsers. The screens have been developed for a minimum screen resolution of
800 x 600 pixels. This will ensure that users with a wide array of monitor sizes and resolutions
can see the system screens without scrolling sideways. The database has been developed
following best practices for relational database design, data normalization, and development.
This database is deployed on the Microsoft's SQL Server 2000 database server.

Note: Printed material considered to be uncontrolled 9
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System Overview

The DMID-CAR utilizes the CARIM application as the tool for receipt, processing, tracking and
fulfillment of the products orders used in clinical trials. This section provides a brief overview of
system features and functionality available in the CARIM application. Topics covered in this
section include application functional overview, application security, navigation, and
components.

Functionality

e Receiving clinical agents from manufacturers and clinical sites
e Shipping clinical agents to manufacturers and clinical sites

e Adjustments and transfers of internal inventory

e System reports

e System administration

Security

e 3 permission levels
e Log in protection

e Sessions are tracked

Navigation

e Main / application menu on top

o Page / module menu on left side

Components

Pages have specific components visible by the type of page. Most components are application
wide and usually visible on all pages. Reports have specific components only available to
reports. Forms have specific components only available to forms.

Common
e Page Title
e Introduction
o Report or form
o Header
e Footer
e Main menu

e Page menu

Note: Printed material considered to be uncontrolled 10



CARIM

Reports

o CARIM reports all contain page titles, report search boxes, tabular data, edit and delete
controls, legend, pagination, user messaging, and an add record link

Forms

e CARIM forms all contain page title, form controls to add or edit data, user messaging ,
and confirmation pages

Naming Conventions

¢ Receipts (YYR-MMDDXX or YYRS-MMDDXX)
e Shipments (YYS-MMDDXX)

e HSROAD Orders (YYO-MMDDXX)

e Adjustments (YYA-MMDDXX)

o Transfers (YYT-MMDDXX)
The system features and its related functionality make this application an effective solution for
automating the managing the Repository transaction process and creates a bridge for

supporting the ordering products via the Order It Module in HSROAD. The following sections will
provide a description of the functional processes of the application.

Note: Printed material considered to be uncontrolled 11
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Functional Process Description

The CARIM System is used by the DMID - CAR to conduct all repository transactions. These
transactions include the receipt and shipment of investigational agents which are to be used in
Clinical trials. The following sections will provide an overview of the features and functionality
available within each module of the application which automates these processes.

Login

When the user accesses CARIM from a web browser, they are presented with a log in screen.
If an account has been pre-established, the user will use that User ID and password to gain
access to the system. If no account has been provided, a user will not be able to access the
application.

There is access privileges associated with the application. The application only displays the
modules which the user has access to. If a particular module is inaccessible to the user, it won't
be displayed. The modules that accessible to each user have been predefined by the system
administrator and are linked to the user’s account.

Division of Microbiology and Infectious Diseases % ‘Webmaster

National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

C ARIM

Clinical Agents Repository Inventory Management

Version 2.2,20070315

User ID:

Password:

Figure 1 CARIM Login Page

Receiving Module

The Receiving Module is used to create, modify or delete all information pertaining to all
received drug shipments. It is the process used to log products received by the Clinical Agent
Repository into the CARIM system. The receiving module consists of two sub-modules and a
dashboard.

Note: Printed material considered to be uncontrolled 12
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Adding receipt records to CARIM follows a two step workflow. First, a new receipt is created by
the receiving inspector. The receiving inspector is the user who first creates the receipt record
in the system. The same or a different user, also defined as a receipt inspector may edit the
record as often as required. Once created (and perhaps edited), another different user is
required to confirm the receipt. Once confirmed the normal balance of inventory is affected, and
the record is read-only in the system.

Receiving Module Dashboard

The receiving module dashboard gives the user a single page view of all activity pending in the
receiving module. From here all normal and return receipts are visible. Also, the user has links
to view all receipts by type (normal or return) or to add a new receipt by type (normal or return).

PR . . . . o webmaster o log out
Division of Microbiology and Infectious Diseases g

National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Receiving Shipping Inventory Reports System Administration

Receiving Module

Make a selection from the menu or select a link below to continue.

Normal Receipts

View all... Receive a product...

Pending Mormal Receipts

Return Receipts

View all... Receive a product...

Pending Return Receipts

Figure 2 Receiving Module Dashboard

Receiving Normal Inventory of Clinical Agents

This area is designed to view, create, modify, or delete normal drug receipts. Typically, normal
drug receipts are defined as products received from the manufacturer and shipped to the
Clinical Agent Repository, then entered into the CARIM application. A transaction within this
sub-module will affect the Normal, Rejected and Quarantined inventories. Once receipts are
confirmed, the inventory of that product increases.

These types of receipts are designated in the system by a series of numbers and a letter “R” to
identify it as a receipt. A typical drug receipt number may be 02R-021201. These numbers
equate to transactions within the inventory module. See the Naming Convention section for
more information.

Note: Printed material considered to be uncontrolled 13
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Normal Receiving Report

The normal drug receipt information report displays a list of all clinical agents received in CARIM
in the past 3 years adding to the normal inventory balance. Completed transactions will have a
confirm date visible; uncompleted transactions will not. From this report the user may add a
new drug to the normal inventory, or edit or delete an existing but yet to be completed
transaction. Completed transactions are read only. Users may also search all receipt
transactions using the search box or the record set pagination controls.

Data displayed in this report includes the Receipt Number, Product number, Product Name (ID -
lot number — label name), the receipt inspector name, the receipt confirmation name, and the
date the record was confirmed. An action column is displayed providing icons to edit or delete
unconfirmed normal receipt records.

Division of Microbiology and Infectious Discases i
National Institute of Allergy and Infectious Discases
National Institutes of Health

m Shipping Inventory Reporis System Administration

Normal I.!IIJ-;‘I Receipt Search normal receipts:
Information

Search criteria: All normal drug receipis

Select & receipt number below or
anter & receipt number in the search i

o wiew oFf modify & normal drug recpt

record, Ta add a new normal drug receipt, simply dick the Add normal drug receipt link ta the right.

Edit ¥ Delete Page: 123456783102 > 1 - 20 of 333 records

O r e Inspeciad Confirm Confirmad
Product (ID - Lot - Labal) By Date By

;? * | O7R-D40302 04/03/2007

;? ¥ | 07R-040301 0403/ 2007

ﬁ’ ¥ | OFR-033001 0273072007

.{? o | o7R-030501 03/08/2007

& ¥ | o7r-030101 03/0L/ 2007

Figure 3 Normal Receiving Report

Normal Receiving Form

The appropriate form to add, edit or delete a normal receipt is accessible by clicking the Add

normal drug receipt link, clicking the edit icon, or clicking the delete icon next to the desired
record.

This form displays the form controls required and optional defined for normal drug receipts.
Required fields are denoted by the red line to the right of the form field label.

Note: Printed material considered to be uncontrolled 14
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Division of Microbiology and Infectious Diseases ¥ Mehmaster

National Institute of Allergy and Infectious Discases
National Institutes of Health

Shipping Inventory Reports System Administration

o

log out

Add Normal Drug Receipt

Receipt Number

Car‘rr'erl | <unde

Supplier's Ship Number

Product | =Produc umber - Label Name=

add products
Manufacturer
Expiration Date format: mm/dd/yyyy
Volume/Weight [ I
Unit Type
Units Per Container I i]
Units-

IPIease enter the number of units for each type of inventory.

Normal Received |
Quarantine Received ()

Rejected Received |

Environment I | <undefineds=

Storage Tempersture I | <undefini

]
Inspected I O ® O
CoA Enclosed I O ® O @
Label Meets Minimum
GMP Requirements O @ D )
Label Copy Filed I [12) ® [ a)
Temperaturs Monitor Enclosed I © ® O (s
Retention Samgle Required I 8] ® |l (8)
DMID Protocol Number | <undefined> [~

Protocol Short Name
Protocol IND Number

IND Title

Comments

Inspected By

Add Normal

I Note: required fields

Figure 4 Normal Receiving Form
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Return Drug Receipts

This area is designed to view, create, modify, or delete return drug receipts. Typically, return
drug receipts were previously shipped to Protocol Investigators at the clinical site and then
returned to the Clinical Agent Repository. A transaction within this sub-module will affect the
return used and return unused inventories. Once receipts are confirmed, the inventory of that
product increases.

These types of receipts are identified in the system by a series of numbers and the letters “RR”
to identify it as a return receipt. A typical return drug receipt number may be 02RR-031801.
These associate to transactions within the inventory module. A transaction within this sub-
module will affect the Return Unused and Return Used repositories.

Return Drug Report

The return drug receipt information report displays a list of all clinical agents returned to the
repository and logged CARIM in the past 3 years. Completed return transactions will have a
confirm date visible; uncompleted transactions will not. From this report the user may add a
new drug to the return used or unused inventories, or edit or delete an existing but yet to be
completed transaction. Completed transactions are read only. Users may also search all
receipt transactions using the search box or the record set pagination controls.

Data displayed in this report includes the Receipt Number, Product Name (ID - lot nhumber —
label name), the receipt inspector name, the receipt confirmation name, and the date the record
was confirmed. An action column is displayed providing icons to edit or delete unconfirmed
return receipt records.

Division of Microbiology and Infectious Discases F LA R
National Institute of Allergy and Infections Diseases

NIAID

National Institutes of Health

Shipping Invantory Reporis System Administration

5 o b - - I
Return Drug Receipt Search returm teceapts:

Information

Search cntena: Al retuem doug receipts

&

simply click the Add return drug receipt link to the nght

canfirm

Product (1D - Lok - Label) Inspected By Date

F % | ovrr-ozz602

Figure 5 Return Drug Report
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Return Drug Form

The appropriate form to add, edit or delete a return receipt is accessible by clicking the Add
return drug receipt link, clicking the edit icon, or clicking the delete icon next to the desired
record.

This form displays the form controls required and optional defined for adding return drug
receipts into CARIM. Required fields are denoted by the red line to the right of the form field
label.

P . . . . o webmaster o log out
Division of Microbiology and Infectious Diseases q

National Institute of Allergy and Infectious Discases
National Institutes of Health

NIAID

Shipping Inventory Reports Systern Administration

Add Return Drug Receipt

Receipt Number

Protocol Type @ pmiD O Non-DMID

Protocol Information

DMID Protocol =
<undefineds v
Number it u

Protocol Short Name

Protocol IND Number

IND Title
Performance Site
Protocol PT

Cam'erl | <undefined= V|

Supplier's Ship Number

Product I | =ProductiD - Lot Number - Label Name= Vl

Manufacturer
Expiration Date format: mm/dd/yyyy
Volume/Weight /
Unit Type
Units Per Container I 0

Units Used Received 0

Units Unused Received 0

Reason For Return I | cundefineds

Environment I | zunde

EIREIRET

Storage Temperature I | <undefined=

Recsived Return Agent Form I O ves @& nNo

Comments

Inspected By

Add Return Drug Receipt

I Note: required fields

Figure 6 Return Drug Form
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Shipping Module

The Shipping Module is used to create, modify or delete all information pertaining to all product
shipments. It is the process used to log the shipped products into the CARIM system.

Shipping Module Dashboard

The shipping module dashboard gives the user a single page view of all pending activity in the
shipping module. From here all DMID IND for human use, Non-DMID for human use, DMID not
for human use, return shipments, and HSROAD orders are visible. Also, the user has links to
view all shipments by type or to add a new receipt by type.

Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Recelving 0 inventory Reporis System Administration

Shipping Module

Make 2 selecton from the menu or select a ink below to contmue,

DMID IND For Human Use Shipmenis

Add 3 new shipmant

Nen-DMID IND For Human Use Shipments

Pendng Mon-DMID IND For Human Use Shipments

{01) 075-031901

DMID IND Not For Human Use Shipments

g DMID IND Mot For Human Use Shipments

(01) D7S-021902

Return Shipments

ey il add a naw shipment

Pendng Retumn Shipments

(01) O7RS-03I009

Orders from HSROAD

all pending HSRQAD Orders

Pondng Orders from MSROAD

Figure 7 Shipping Module Dashboard

DMID IND For Human Use Shipments

This area is designed to create, modify, or delete a shipment of DMID IND clinical agents
intended for human use. These types of shipments are identified in the system by a series of
numbers and the letter “S” to identify it as a shipment, a typical drug shipment number may be
02S-031801. For more information refer to the previous section - Naming Conventions. These
in turn become transactions within the inventory module affecting only the Normal repository.
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DMID IND For Human Use Shipment Report

The DMID IND for Human Use Shipment report displays a list of all For Human Use shipments
made from the Repository to clinical sites in the past 3 years subtracting from the normal
inventory balance. Completed transactions will have a confirm name visible; uncompleted
transactions will not. From this report the user may add a new shipment, edit or delete an
existing but yet to be completed transaction. Completed transactions are read only. Users may
also search all receipt transactions using the search box or the record set pagination controls.

Data displayed in this report includes the Shipping Number, Shipping Date, the Shipping
inspector name, the Shipping confirmation name, and the name of recipient Clinical Site. An
action column is displayed providing icons to edit or delete unconfirmed DMID IND For Human
Use records.

Division of Microbiology and Infectious Diseases
Natienal Institute of Allergy and Infectious Diseases
Matbisnal Institutes of Health

Syutem Administratian

DMID IND For -SnammmeFoer:nLBimu: | search |
HUI'I"Ian USE Search crtena: Al DMID IND For Human Use shiprmants

Shipments

lact @ Shippang Number balow of enler & She
To add a new shpment, simply chck the Ad
F edit ¥ palete

Shepping Shipparg N 4 Sirw
=i i Dats Irspected Name Confirmed Rame Site

# ¥ |oro 04/03/2007
040301

F ¥ lom 04/ 02/ 2007
040201

F X |oro 00/ 22/ 007
032202

& ¥ o 03/ 2272007
032201

¢ x| oro- 03/ 15/2007
031502

¢ ¥ oo 0315/ 2007
031501

1 I

Figure 8 DMID IND For Human Use Shipment Report

DMID IND For Human Use Shipment Form

The appropriate form to add, edit or delete a shipment of this type is accessible by clicking the
Add a DMID IND for Human Use Shipment link, clicking the edit icon, or clicking the delete icon
next to the desired record.

This form displays the form controls required and optional as is defined for DMID IND For

Human Use shipments. Required fields are denoted by the red line to the right of the form field
label.

Note: Printed material considered to be uncontrolled 19
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DMID IND FHU
Mon-DMID IND FHU

Add DMID IND For Human Use Shipment
Shipment Number

Exemption To Ship I O ves @ No

Exemption Date format: mm/dd/yyyy

Carrier I <ul

protocol search

DMID Protocol Number I <L
Protocol Short Name

Protocol IND Number

IND Title
Performance Site I <undefined> vl
Protocol PI

IRB Approval

Protocol Not On Hold
30 Days Wait Satisfied
Form FDA 1572

PI Curriculum Vitae
AWB Number

Ordered By

Environment I | <undefined
Storage Temperature I | U
Attention To I
Site Department
Shipping Address 1 I
Shipping Address 2
Shipping Address 3
city |
State/Province I <undefined=
Zip Or Postal Cade

Country I

Action Trem Available Units Product Manufacturer Volume/Unit Expiration

J

| <undefined> ¥ /

Comments

Inspected By

Add DMID IND For Human Use Shipment

I Note: required fields

Figure 9 DMID For Human Use Shipment Form

Non-DMID IND For Human Use Shipments

This area is designed to create, modify, or delete a shipment of Non-DMID IND clinical agents
intended for human use. These types of shipments are identified in the system by a series of
numbers and the letter “S” to identify it as a shipment. A typical drug shipment number may be
02S-031801. Refer to the previous section - Naming Conventions. These in turn become
transactions within the inventory module affecting only the Normal repository.
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Non DMID For Human Use Shipment Report

The Non DMID IND for Human Use Shipment report displays a list of all shipments made from
the Repository to clinical sites in the past 3 years subtracting from the normal inventory balance.
Completed transactions will have a confirm name visible; uncompleted transactions will not.
From this report the user may add a new shipment, edit or delete an existing but yet to be
completed transaction. Completed transactions are read only. Users may also search all
receipt transactions using the search box or the record set pagination controls.

Data displayed in this report includes the Shipping Number, Shipping Date, the Shipping
inspector name, the Shipping confirmation name, and the Carrier Name. An action column is
displayed providing icons to edit or delete unconfirmed Non DMID IND For Human Use records
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Figure 10 Non-DMID IND For Human Use Shipment

Non DMID IND For Human Use Shipment Form

The appropriate form to add, edit or delete a shipment of this type is accessible by clicking the
Add a Non-DMID IND for Human Use Shipment link, clicking the edit icon, or clicking the delete
icon next to the desired record.

This form displays the form controls required and optional as is defined for Non DMID IND For

Human Use shipments. Required fields are denoted by the red line to the right of the form field
label.
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Add Non DMID IND For Human Use Shipment

Shipment Number

DMID Authorization I O ves O No (if Yes, enter a comment below)

Carrier I ‘ <undefined> v

Protocal No
Protocol Description
IND No
IND Description

1RA Approval  © Yes O No

Primary Investigator I

AWB Number
Environment I ‘ <undefined= v‘
Storage Temperature I ‘ <undefined> v‘

Attention To I
Site Name
Site Department
Shipping Address 1 I
Shipping Address 2
Shipping Address 3
City I

State/Province I ‘ <undefined> 9‘

Zip Or Postal Code

Country I ‘ <undefined> v‘

Action Item Available Units Product Manufacturer Volume/Unit Expiration

— Select Product — [¥

Comments

Inspected By

Add Non DMID IND For Human Use Shipment

I MNote: required fields

Figure 11 Non DMID IND For Human Use Shipment Form

DMID IND Not For Human Use Shipments

This area is designed to create, modify, or delete a shipment of DMID IND clinical agents not
intended for human use. These types of shipments are identified in the system by a series of
numbers and the letter “S” to identify it as a shipment. A typical drug shipment number may be
02S-031801. For more information refer to the previous section - Naming Conventions. These
in turn become transactions within the inventory module affecting only the Normal repository.
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DMID IND Not For Human Use Shipment Report

The DMID IND Not for Human Use Shipment report displays a list of all Not For Human Use
shipments made from the Repository to clinical sites in the past 3 years subtracting from the
normal inventory balance. Completed transactions will have a confirm name visible;
uncompleted transactions will not. From this report the user may add a new shipment, edit or
delete an existing but yet to be completed transaction. Completed transactions are read only.
Users may also search all receipt transactions using the search box or the record set pagination
controls.

Data displayed in this report includes the Shipping Number, Shipping Date, the Shipping
inspector name, the Shipping confirmation name, and the Carrier name. An action column is
displayed providing icons to edit or delete unconfirmed DMID IND Not For Human Use records.
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Figure 12 DMID Not For Human Use Shipments

DMID IND Not For Human Use Shipment Form

The appropriate form to add, edit or delete a shipment of this type is accessible by clicking the
Add a DMID IND Not for Human Use Shipment link, clicking the edit icon, or clicking the delete
icon next to the desired record.

This form displays the form controls required and optional as is defined for DMID IND Not For

Human Use shipments. Required fields are denoted by the red line to the right of the form field
label.
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DMID IND Not FHU

Shipment Number
Investigator Use Statemant On File  Q Yes & No

Date On Files

Carrier I ‘ <undefined> b

Primary Investigator I

AWB Number

Environment I ‘

Storage Temperature I ‘ undefined>

Attention To I
Site Name
Site Department
Shipping Address 1 I
Shipping Address 2
Shipping Address 3

city |

State/Province I ‘ <undefined= V‘

Zip Or Postal Code

Country I ‘ undefined v‘

Action Tem Available Units Product Manufacturer Volume/fUnit Expiration

Comments

Inspected By ~ Munroe, Donna

Add DMID INDs Not For Human Use Shipment

I Note: required fields

Figure 13 DMID IND Not For Human Use Shipment Form

Return Shipments

This area is designed to create, modify, or delete a shipment of clinical agents to be returned to
their manufacturer. These types of shipments are identified in the system by a series of
numbers and the letters “RS” to identify it as a return shipment. A typical return drug shipment
number may be 02RS-031801. For more information refer to the previous section - Naming
Conventions. A transaction within this sub-module will affect the Return Unused and Return
Used inventory.

Return Shipment Report

The Return Shipment report displays a list of all Return drug shipments returned to the
manufacturer in the past 3 years affecting the Return Unused and Return Used inventory
balance. Completed transactions will have a confirm name visible; uncompleted transactions
will not. From this report the user may add a new shipment, edit or delete an existing but yet to
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be completed transaction. Completed transactions are read only. Users may also search all
receipt transactions using the search box or the record set pagination controls.

Data displayed in this report includes the Shipping Number, Shipping Date, the Shipping
inspector name, the Shipping confirmation name, and the Carrier name. An action column is
displayed providing icons to edit or delete unconfirmed Return Drug shipments.
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Figure 14 Return Shipment Report

Return Shipment Form

The appropriate form to add, edit or delete a shipment of this type is accessible by clicking the
Add a Return Drug shipment link, clicking the edit icon, or clicking the delete icon next to the
desired record.

This form displays the form controls required and optional as is defined for Return Drug
shipments. Required fields are denoted by the red line to the right of the form field label.
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Add Return Shipment

Shipment Number

protocol Type @ DMID O Non-DMID

Protocol Information

DMID Protocol Number | <undefined: v protocol search

Protocol Short Name

Protocol IND Number
IND Title

AWB Number

Environment I | <und

Storage Temperature I | <undefined=

Attention To I
Shipping Address 1 I
Shipping Address 2
Shipping Address 3

City I

State/Province I |'~L||1J&ﬂ|’.ﬁl: v‘

Zip Or Postal Code

Country I [<undsfined> v
Action rem Available Units Inventory Product Manufacturer Volume/Unit Expiration
1 H Return Unuse V|” <undefined> ¥ H /
| | |
Comments

Inspected By

Add Return Shipment

I Note: required fields

Figure 15 Return Drug Shipment Form

HSROAD Orders

This area is designed to as a starting point to fulfill clinical agent orders placed in HSROAD. It
is here that orders placed in the HSROAD application are imported into the CARIM application.
Once a HSROAD order has been imported, it will be available through the appropriate option
based on the transaction type. At this time, the only supported order type that may be
placed/fulfilled from HSROAD are DMID IND clinical agents intended for human use trials.

For more information on ordering agents for clinical trials, please refer to the HSROAD system
description section on the Order It Module, or the Order It Module System description.
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HSROAD Orders Report

The HSROAD Orders report displays a list of all orders pending import into the system for
fulfillment. Transactions of this type affect the normal inventory balance. The only action
available in this report is the Import option, once imported these orders are removed from this
report and are listed with other transactions in the DMID For Human Report. They will continue
to be added by their HSROAD order number. Please refer to the previous section - Naming
Conventions for more information. Users may also search all receipt transactions using the
search box or the record set pagination controls.

Data displayed in this report includes the Order Number, Protocol Number, Product (ID - Lot-
Label); Order Creator, and the Date Ordered. An action column is displayed providing an icon
to import the HSROAD order.

Division of Microbiology and Infections Diseases
Natiomal Institute of Allergy and Infectious Diseases
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Figure 16 HSROAD Order Report

HSROAD Import Form

Clicking the Import icon next to the desired record displays the Import HSROAD Order Form.
This form displays the order information from the HSROAD order form, related comments,
Recipient contact information and required form controls as is defined for HSROAD Order
shipments. Required fields are denoted by the red line to the right of the form field label.
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NIAID
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DMID IND FHU

(EETNEETE  Import An HSROAD Order Into CARIM

'DMID IND Not FHU

Order No  070-040504
Exemption To Ship I QO Yes @ No
DMID Protocol Number  06-CTIDEMO2
Primary Investigator =~ Munroe, Donna
cormer |
Eh—
Storage Temperature I
Ordered By ~ Donna Munroe
Attention To  Sally Strong
Site Name  CTI Test Site
Site Department  Geriatrics Deparment
Address 1 123456 Golden Pond Way
Address 2
ciry  Oldsville
State/Province  Virginia
Zip Or Postal Code 89123

Country  U.S.

Quantity Product Manufacturer

15 M&M's chocolate candy uUnknown

Volume/Unit

100 gm/Tablet

t Contact In ation|

Comments

Imporf HSROAD Order into CARIM

I Note: required fields

Comments

Approved (Approved Pending Import)
By: Munroe,Donna

Date: 04/05/2007 01:04:41

Test Approval

Created (Pending Approve / Reject)
By: Munroe,Donna

Date: 04/05/2007 01:04:17

This is a test order for documentation purposes.

Order Redipient Contact Information

Site Recipient

Name: Sally Strong
Title: Activities Director
Phone: 888-888-8801
Fax:

E-mail: ss@ctits.nav

Alternate Site Recipient
Name:

Title:

Phone:

Fax:

Figure 17 HSROAD Order Import Form

Note: Printed material considered to be uncontrolled 28



System Description CARIM

Inventory Module

The Inventory module is used to adjust or transfer the balance of units available from each type
of inventory tracked by CARIM. This module can be entered from the Inventory tab on the
CARIM main menu (for users that have access to the module). Once the tab is clicked, the user
will be presented with a page/module-level menu to each of the individual sub-modules.

Division of Microbiology and Infectious Diseases ° Wehmesten = lagont

National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Receiving Shipping T LA Reports System Administration

Please make a selection from the menu to continue.

Figure 18 Inventory Module

Inventory Adjustment

This sub-module was designed to make adjustments to the current inventory tables if an error
has occurred and needs to be modified from the original entry. The inventory adjustment
module was created in order to avoid changes being made directly on the database. Once a
record has been confirmed within the system it cannot be modified. The inventory adjustment
form is then useful in order to make the necessary adjustment.

The Inventory adjustment form displays the form controls both required and optional as is

defined for making this type of adjustment. Required fields are denoted by the red line to the
right of the form field label.
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NIAID
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System Administration

o webmaster ©

log out

Adjustments

T DMID-CAR Normal Inventory Adjustment

Adjustment Number

Transaction Date I 04/05/2007

format: mm/dd/yyyy

Product I | ProductiD - Lot Number - Label Name> ¥

Manufacturer
Expiration Date
Volume/Weight

Unit Type

Inventory I |Nurmal

Number Of Units Available |0
Units Adjusted I
New Balance |0

Comments

format: mm/dd/yyyy

DMID-CAR Mormal Inventory Adjustment

I Mote: required fields

Figure 19 Inventory Adjustment Form

Internal Transfer Drug Inventory

This sub-module was designed to transfer drug units from one inventory table to another within
the database. Sometimes a product has been logged into the wrong repository or its
classification needs to be changed. Instead of an adjustment, a simple transfer is in order. Via
the transfer form it is as simple as designating the product to transfer, the repository it is being
transferred from, the repository it is going to, and the units to be transferred.

Note: Printed material considered to be uncontrolled
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National Institute of Allergy and Infectious Discases
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Shipping Reports System Administration

a

webmaster

a

log out

Adjustments
e DMID-CAR Inventory Transfer

Adjustment Number

Transaction Date I 04/05/2007 format: mm/dd/yyyy

Product I |<F‘lD:1ucH[i - Lot Mumber - Label Name> bt

Manufacturer
Expiration Date format: mm/dd/yyyy
Volume/Weight /

Unit Type

From Inventory I | <undefined=> -

Number Of Units Available

New Balance

To Inventory I |<Lmdeﬂnsd> v

Number Of Units Available

New Balance

Units To Transfer I

Comments

t Inventory Transfer cancel

I Mote: required fields

Figure 20 Inventory Transfer Form
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System Description CARIM

Reports Module

The Report module is used to display reports of the information from the CARIM database, such
as receivables, shipments, inventory, etc. This module can be entered from the CARIM main
menu for users that have access to it. The user will be presented with a links menu to each of
these individual reports group by categories. Those categories are:

Receiving

Shipping

Inventory

Product

<N XX

Summary

P . : . . o webmaster o logout
Division of Microbiology and Infectious Diseases K

National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Receiving Shipping Inventory System Administration

Please make a selection from the menu to continue.

Figure 21 Reports Module

Each report has features such as searches, sorting, and printing. The search box allows for
searches by a text string or by date range. Reports in tabular format can be sorted by clicking
on column headers. Clicking on the Print Preview Button will take the user to a printable version
of the report, which will not have any of the navigation bars and will have all records for the
report on a single page. The user will have the ability to print their selected report via the
browser window print option.
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Receiving Reports

These reports provide historical information on all transactions related to Normal and Return
receipts. The system maintains three years of historical data which can be searched by text,
dates or product labels within the report. Detailed information on any receipt can be viewed by
clicking the Receipt Number link.

Receiving Normal Report

The Receiving Normal report lists the normal receipts and their respective information. The
report displays the following information fields per Receipt number:

v" Receipt Number

Confirmed Date

Product (Product ID - Lot Number - Label Number)
Volume per Container

Received

Quarantined

D N NI N N NN

Rejected

Drivision of Mierobdslogy and Infections Discases
Nathomal Instinme of Allergy s Dfeetbois Diseases
National Institutes of Hleaklth

Receiving Mormal Report i Print Page

R | | Fémm T I
Semnch e | | Product Labesi
-. o | tmmddpryy) - (mmiddivey) |

Figure 22 Receiving Normal Report

Receiving Return Report

The Receiving Return report lists the returned receipts and their respective information. The
report displays the following information fields per Receipt number:

v Receipt number
v IND Number/Protocol Number
v Protocol Investigator/Site
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Product ( Product ID - Lot Number - Label Number)
Volume per Container
Units Returned Used

Units Returned Unused

AN NN NN

Units Quarantined

Drivision of Microblology and Infections Disenses
Nathomsl Instivite of Allergy and lsfectios Diseases
Mational Institutes of Health

NIAID

:.:_-'_- Receiving REtL.Irr‘. Report . - t Pag
. | Feam Ta |
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L I |
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[-5F ] sl
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Figure 23 Receiving Return Report

Shipping Reports

These reports provide historical information on all shipments made by Product type. The system
maintains three years of historical data which can be searched by text, dates or product labels
within the report. Detailed information on any shipment can be viewed by clicking the Ship
Number link.

DMID For Human Use Shipment Report

The DMID for Human Use Shipment report lists the DMID IND shipments for Human Use
agents and their respective information. The report displays the following information fields per
shipment number:

Shipment Number

Confirm Date

IND Number/Protocol Number

PI /Performance Site

Units Shipped

Product (Product ID - Lot Number - Label Number
Unit Type

D N N N N N NN
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Figure 24 DMID For Human Use Shipment Report

NON-DMID For Human Use Shipment Report

The NON-DMID for Human Use Shipment report lists the NON-DMID shipments for Human Use
agents and their respective information. The report displays the following information fields per
shipment number:

Shipment Number

Confirm Date

PI /Performance Site

Product (Product ID - Lot Number -Label Name)
Units Shipped

Unit Type

D N NI N N NN
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Figure 25 Non DMID For Human Use Report

DMID Not For Human Use Shipment Report

The DMID Not for Human Use shipment report lists the DMID shipments Not For Human Use
agents and their respective information. The report displays the following information fields per
return shipment number:

Shipment Number

Confirm Date

PI /Performance Site

Product (Product ID - Lot Number -Label Name)
Units Shipped

Container

D N N N N NN
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Figure 26 DMID IND Not For Human Use Shipment Report

Return Shipment Report

The Return Shipment report lists the DMID returned shipments to manufacturers and their

respective information. The report displays the following information fields per return shipment
number:

Shipment Number

Confirm Date

IND Number/Protocol Number

Product (Product ID - Lot Number - Label Name)
Manufacturer

Units Returned Used

Units Returned Unused

D N N N N N N N

Unit Type
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Figure 27 Return Shipment Report

Inventory Reports

These reports provide historical information on all Inventory adjustments and transfers made to
all repository balance for the past three years. Reports are categorized by repository type for
easy access. These reports can be searched by text and product label via the search option

available in each report.

Inventory Normal Report

The Inventory Normal Report lists the balances for all Normal product receipts in the repository.

The report displays the following information fields:

Product (Product ID - Lot Number - Label Name)
Manufacturer

Unit Type

Current Balance

AN N NN

Expiration Date
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Figure 28 Normal Inventory Report

Inventory Return Used Report

The Inventory Return Used Report lists the balances for all returned
repository. The report displays the following information fields:

Product (Product ID - Lot Number - Label Name)
Manufacturer
Unit Type

Current Balance

A N NN

Expiration Date

used products in the

Iiviston of Microbilology and linfections DHseises
Watlsnal lastiinite of Allergy and Dinfeetloms Dseases
Natlmnal Institutes of Healih

NIAID

] Fripping Invaniory Srputam Acein wiratios
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Search weat
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- Frel Page

L - 10 of 20 reconds

M 1 1/3005

Figure 29 Inventory Return Used Report
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Inventory Return Unused Report

The Inventory Return Unused Report lists the balances for all returned unused products in the
repository. The report displays the following information fields:

v" Product (Product ID - Lot Number - Label Name)
v Manufacturer
v Unit Type
v Current Balance
v' Expiration Date
Division of Microbiology and Infectious Discases @ webmaster = log out
National Institute of Allergy and Infeetious Diseases
National Institutes of Health
NIAID
Recabving Fhipping Inventory Reporis System Administration
Inventory Return Unused Report & Print Page
Search text Product Label
.
Page: 12345 > 1 - 20 of B2 récords
Lot Number - Label Name) Manufachurer Urat Type Current Balance Expirabion Date
Syringa 14
Symnge 14
Symnga 14
Syrnge 14
SyTmnge 14
Vial 4 0r5/01/ 2007

Figure 30 Inventory Return Unused Report

Inventory Quarantine Report

The Inventory Quarantine Report lists the balances for all products in quarantine in the
repository. The report displays the following information fields:

Product (Product ID - Lot Number - Label Name)
Manufacturer

Unit Type

Current Balance

AN N N N

Expiration Date
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Figure 31 Inventory Quarantine Report

Inventory Summary Report

The Inventory Summary Report lists the balances for all products in the repositories. The report

displays the following information fields:

Product (Product ID - Lot Number - Label Name)
Normal Balance

Return Used Balance

Return Unused Balance

Quarantine Balance

Current Total Balance

Unit Type

Expiration Date

Division of Microhindogy and Infectious [Miseases
Natimal nstitite of Allergy and Infoctiomis [Hseases
Nathumal bstitutes of Health

Shipgeng Ierwwriliary Raprts Systam

8D | viad

Figure 32 Inventory Summary Report

Note: Printed material considered to be uncontrolled 41




CARIM

Return Report

The Return Drug Inventory Report lists the balances for all returned and rejected products in the
repository. The report displays the following information fields:

Product (Product ID - Lot Number - Label Name)
Manufacturer
Returned Balance

Rejected Balance

A N NN

Expiration Date

Division of Mierohiology and Infeetivus Diseases
National Institute of Allergy and Infections Discases

Nathonal Instiiwies of Healih

Rucering Shipging tevantery L S | Systess Administration

s Return Drug Inventory Report & Pret Pags
| Search tex: | Product Label

Product (ProductiD - Lot Mumber - Labed Raturmied
Balance

01/01/2008

Figure 33 Return Drug Inventory Report

Inventory Adjustments Report

The Inventory Adjustments Report lists all adjustments made within the repository. The report
displays the following information fields: This report can be searched by text, From and To dates
and also Product Label.

Adjustment Number

Adjustment Date

Product (Product ID - Lot Number - Label Name)
Manufacturer

Expiration Date

Inventory

Units Available

Units Adjusted

New Balance

AN N N N N N N NN
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Figure 34 Inventory Adjustment Report

Inventory Transfer Report

Page: 123

Commaents: One pack of 25 vials taken to Imrestigators Meeting

03112004

03/31/2009

06/01/2007

Raturm
Unused

Hormal

Marmal

1 - 20 of 52 records

278 =139 139
500 -20 480
215 =25 130

The Inventory Transfer Report lists all transfers made between the repositories. The report
displays the following information fields:

v Adjustment Number
Adjustment Date
Product (
Manufacturer
Expiration Date
From Inventory

To Inventory

Units Transferred

NN N N N N N

Comments
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Figure 35 Inventory Transfer Report

Product Reports

The Product Reports provided historical information on all confirmed transactions by transaction
type. Transaction reports are provided for the Normal Return Used, Return Unused and
Quarantine Inventory transactions and also Product repots by Protocol and Expiration dates.
Each report can be search by Text, From and To dates and Product label.

Transactions Report - Normal Inventory

The Product Transactions Report - Normal Inventory lists all the confirmed transactions which
affected the Normal Inventory in CARIM. The report displays the following information fields:

Transaction Date
Transaction Number

Transaction Type

Units

AN N N N A

Balance

Note: Printed material considered to be uncontrolled
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Figure 36 Product Transactions Report - Normal Inventory

Transaction Repot - Return used

The Product Transactions Report - Return Used lists all the confirmed transactions which
affected the Return Used Inventory in CARIM. The report displays the following information
fields:

Transaction Date

Transaction Number

Transaction Type

Product (Product ID - Lot Number - Label Name)
Units

D N N N N N

Balance

Division of Microbiodogy and Infections Disenses
Mational Institute of Allergy and Infectiows Discases
Nathoial Institutes of Healil

HIAID

Syutern Admsiniiralicn

Product Labal

~|

Page: 123456 1+ 30 of 115 reca

Shippng Retum

Rl Ratuin

Rcaivig Ratum

Shipgeng Retuem

Figure 37 Product Transactions Report - Return Used Inventory
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Transaction Report - Return Unused

The Product Transactions Report - Return Unused lists all the confirmed transactions which
affected the Return Unused Inventory in CARIM. The report displays the following information
fields:

Transaction Date

Transaction Number

Transaction Type

Product (Product ID - Lot Number - Label Name)
Units

AN N N N NN

Balance

Division of Microbiology and Infections Discases
National Institute of Allengy and Infectious [Nseases
Nathsinal lnstinites of Healtl

Transaction Tramsacton

i Mo Trarm.a teen Typa Frocha t (Prodac i) - Lot Mamber - Labal Nama

Shippeng Ratum

Figure 38 Product Transaction Report - Return Unused Inventory

Transaction Report - Quarantined

The Product Transactions Report - Quarantined Inventory lists all the confirmed transactions
which affected the Quarantine Inventory in CARIM. The report displays the following
information fields:

v Transaction Date

Transaction Number

Transaction Type

Product (Product ID - Lot Number - Label Name)
Units

SRR N NN

Balance
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Figure 39 Product Transaction Report - Quarantine Inventory

Product Protocols Report

The Product Protocol Report lists all the confirmed transactions by Protocol number/Protocol
short Name. The report displays the following information fields:

v" Product (Product ID - Lot Number - Label Name)
v' Expiration Date
v Protocol Number/Short Name

Division of Microbiology and Infections Disenses
National Institute of Allergy and Infections Discases
Mational lisstiuites of Healtl

Invericry g = Syniem Administraticen

Product Protocols Report il Prink Page
| From Ts
i (mmiddtvyry) (mavedtyyy) [OOSR
:
Page: 1234567891022 1 - 20 of 256 records

Protoce] Nusmbern) Shert Mafs

Figure 40 Product Protocol Report
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Summary Reports

The Summary Reports provide quick reference to summary totals for Return, Return Used and
Shipped transactions. Each report provides totals with no links for accessing detailed
information. Transactions can be searched by date range.

Receiving Normal Summary Report

The Receiving Normal Summary report lists the total of normal receipts. The report displays the
following information fields:

v" Receipts Total
v Total Units Received
v" Total Units Quarantined
v Total Units Rejected
Division of Microbiology and Infectious Diseases °© webmaster © log out
National Institute of Allergy and Infectious Diseases
National Institutes of Health
NIAID
Receiving Shipping Inventory System Administration
b Receiving Normal Summary Report & Print Page
} Inventory
} Product From {mm/dd/yyyy) To {(mm/dd/yyyy)
“sommar | ™ |
Receiving Normal
Receipts Total Total Units Received Total Units Quarantined Total Units Rejected
b Alerts 541 665,659 2,736 25

Figure 41 Receiving Normal Summary Report

Receiving Return Summary Report

The Receiving Return Summary report lists the total of returned receipts. The report displays
the following information fields:

Receipts Total
Total Units Received
Total Used

NSRNERNERN

Total Units Quarantined
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Figure 42 Receiving Return Summary Report

Shipping Summary Report

The Shipping Summary report lists totals of all shipments for investigational use, not for human
use and return drug types. The report displays the following information fields:

Shipment Type
Total Shipments
Total Sites

Total Units Shipped

AR NEEN

° webmaster ° log out

Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Discases
National Institutes of Health

N

NIAID

Receiving Shipping Inventory System Administration

Shlpplng Summary Report & Print Page

From {mm/dd/yyyy) To (mm/dd/yyyy)

search

Receiving Normal

Receiving Return

— Shipment Type Total Shipments Total Sites Total Units Shipped
Shipping
For Investigational Use 783 136 95,105
Not For Human Use 91 0 5,150
Return Drug a5 0 18,629
Total 9269 136 118,884

Figure 43 Shipping Summary Report

Alerts

Alerts or Email notifications are generated when certain events occur within the systems. These
events include advices sent to Order Creators and associated personnel for performance site
when their placed orders have been confirmed and shipped to the performance site. Scheduled
nightly task generate Product Expiry email alerts which advise system users of those products
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which will expire in either 60 or 42 days. Archive email alerts are also included in the nightly task
run and will archive all transactions which meet the following criterion:

Archive Products, Shipments and Receipts Criteria:

v Products with 0 balance for more than 180 days
v" Shipments which have been confirmed for more than 1095 days
v" Receipts confirmed for more than 1095 days

Alert Log

The alert log report displays a list of all email notifications sent from the CARIM application. The
report displays the following information fields:

v Alert #
SentTo
Sent From
Subject
Attachment

v' Date of Attempted Send

Clicking the subject of each report allows the user to view the details of the specific alert
chosen. The details will display all information retained about the email notification, including a
recipient list, subject, body, name of any attachments, format, and attempted send date.

IR NN

Division of Microbiology and Infections Discases
Natboaal Instivute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Aaceivog Shigging Invenilary Reports Sywtem Adminsstration

Alert Log & Prnt Pags
Search text From (mm/dd/yyyy) To (mem/cd )

Page: 1214568 > 1 - 20 of 102 reconds

0405/ 2007

01 o Yos 0403/ 2007
shingsed (070-040101) 115204
AM
100 Order has been Yes 0402/ 2007
shipped (070-040201) 02:14:02

P

Figure 44 Alert Log
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System Description CARIM

System Administration Module

The System Administration Module is used to create, edit, or delete the carriers, manufacturers,
products, users, and look-up table values used throughout the system. This module can be
entered from the CARIM main menu for users that have administrative access. The user will be
presented with a links menu to each of the individual sub-modules for the system administration
module.

N N . . . o webmaster o logout
Division of Microbiology and Infectious Diseases B

National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Receiving Shipping Inventory Reports System Administration .

Please make a selection from the menu to continue.

Carrier

This sub-module is used to create, modify, or delete the carrier's information for the drugs
received or shipped within the CARIM system. The carriers entered via this sub-module
populate the drop-down lists within the application.

CARIM Carriers Report

The CARIM Carriers report displays a list of all Carriers currently entered into the system.
Users may also search records using the search box or the record set pagination controls.

Data displayed in this report includes the Action, Carrier, Address; Contact Name, Phone

number, Fax number, Email and Archived. An action column is displayed providing icons to edit
or delete entered records.
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Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Diseases
National Institutes of Health

NIAID

Recelving Shipping Inventory Reports

CARIM Carriers Searchbycamer: | |l

Select a carrier below or enter the name of a carrier in the Search criteria: name, address, city, state, zip, country, cof
search to view or modify a carrier record. To add a new

g ik
carrier, simply click the Create a new carrier link to the right.

7 edit X Delete

Action Carrier Contact Name Phone Number Fax Number

F %X | ar Freight PO Box 703-661-3650
Expediters 16804
Washington,
DC 20041
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¢ X | airborne 30 1800 247 2676
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ct,
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ﬁ ¥ | Airnet 3939 Eric Indress 1800 999 0974
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Figure 45 CARIM Carriers Report

Add a New Carrier Form
The appropriate form to add, edit or delete a Carrier record is accessible by clicking the Add a
New Carrier link, clicking the edit icon, or clicking the delete icon next to the desired record.

This form displays the form controls required and optional as is defined for adding Carriers to
the system. Required fields are denoted by the red line to the right of the form field label.

Division of Microbiology and Infectious Diseases ° webmaster © log out

National Institute of Allergy and Infectious Diseases
National Institutes of Health
NIAID

Receiving Shipping Inventory Reports

Add A Carrier

Company Name: I
Address 1:
Address 2:

City:

State: ‘(undeﬁned> v‘

Zip / Postal Code:

Country: ‘<undeﬁned> v‘

Contact Name:

Contact Telephone Number:
Contact Fax Number:
Contact E-Mail Address:

I Note: required fields

Figure 46 Add a Carrier Form
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Manufacturer

This sub-module is used to create, modify, or delete the manufacturer's information for the
drugs received or shipped within the CARIM system. The manufacturers entered via this sub-
module populate the drop-down lists within the application.

CARIM Manufacturers Report

The CARIM Manufacturers report displays a list of all Manufacturers entered into the system.
Users may also search records using the search box or the record set pagination controls.

Data displayed in this report includes the Action, Manufacturer, Address; Contact Name, Phone
number, Fax number, Email and Archived. An action column is displayed providing icons to edit
or delete entered records.

Divising of Microhiolegy and Infectious DHscases
Nathonal Instiouie of Allergy amnd Inferiboss Thseases
Natiomal Institutes of llealth

| acong S ianioy __ers [

CARIM Manufacturers Sawch by manulicture | search |

Saarch crieng: nema, address, Oy, state, op, ooumiry, coniact,

Manuf et A we Cordact Wama

Figure 47 CARIM Manufacturer's Report

Add a Manufacturer Form

The appropriate form to add, edit or delete a Manufacturer record is accessible by clicking the
Add a New Carrier link, clicking the edit icon, or clicking the delete icon next to the desired
record.

This form displays the form controls required and optional as is defined for adding a

Manufacturer to the system. Required fields are denoted by the red line to the right of the form
field label.
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Company Name: I

Address 1:
Address 2:

City:

State: | <undefined> ¥

Zip / Postal Code:

Country: ‘<undeﬁnad> v‘

Contact Name:

Contact Telephone Number:
Contact Fax Number:
Contact E-Mail Address:

I Note: required fields

Figure 48 Add a Manufacturer Form

Products

This sub-module is used to create, modify, or delete all received or shipped product information
within the CARIM system. Products are associated with the respective protocols and made
accessible to HSROAD users via the Order It module with the Display in HSROAD options.
Products with this option set to No will not be visible in the product list for a particular protocol.
For more information on Ordering products through the Order it Module please refer to the
either the Order it Module section of the HSROAD System Description or the Order it Module
System Description. The products entered via this sub-module populate the drop-down lists
within the application.

CARIM Products List Report

The CARIM Product List report displays a list of all products entered into the system both in use
and archived. Users may also search records using the search box or the record set pagination
controls.

Data displayed in this report includes the Action, Product (Product ID - Lot Number - Label
Name), Container (Volume Weight/Unit Type); Manufacturer Name, Expiration Date, Archived,
and Display in HSROAD. An action column is displayed providing icons to edit or delete
entered records.
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Figure 49 CARIM Products List Report

Create a New Product Form

The appropriate form to add, edit or delete a Product record is accessible by clicking the Add a
New Product link, clicking the edit icon, or clicking the delete icon next to the desired record.

This form displays the form controls required and optional as is defined for adding Products to
the system. Required fields are denoted by the red line to the right of the form field label.

Note: Printed material considered to be uncontrolled

Division of Microhiology and Infectious Discases
National Institute of Allergy and Infections Discases
National Institutes of Health
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Figure 50 Create a New Product Form
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Users

This sub-module is used to create, modify, or delete all pertinent information for the users with
access to the CARIM system. Those users with access to this module have the ability to reset
user passwords and send an alert to the affected user advising of the change. System
permissions are set in this module and consist of three levels. These levels include:

v Read Only
v" Read & Write
v" Reports

CARIM Users Report

The CARIM Users report displays a list of all users and user account information that have
access to the system. Users may also search records using the search box or the record set
pagination controls.

Data displayed in this report includes the Action, User ID, Name; E-mail, Last Login Date, Read
Only, Read & Write and Reports. An action column is displayed providing icons to edit or delete
existing records.

Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Iiseases
National Institutes of Health

s iy ey o [P

CARIM Users B

Search criteria: All users

J 0623/ 2004
0E/D1/ 2006
] 07,20/ 2006

0404/ 2007

].4 A

Figure 51 CARIM User Report

Create a new User Form

The appropriate form to add, edit or delete a user record is accessible by clicking the Create a
new user link, clicking the edit icon, or clicking the delete icon next to the desired record.

This form displays the form controls required and optional as is defined for adding Products to
the system. Required fields are denoted by the red line to the right of the form field label.
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Division of Microbiology and Infectious Diseases © webmaster o log out

National Institute of Allergy and Infectious Diseases
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Receiving Shipping Inventory Reports

Add A New User

User ID I
Password I
First Name I
Last Name I
Middle Inital
E-Mail Address I
Address I

City

State/Province I ‘<UHC\EﬁHEC|> v

ZIP / Postal Code

Telephone Note: numbers only
Telephone Extension Note: numbers only
Fax Note: numbers only

privileges [ Read only
[ Read, write
O Reports
Reset Password [ Check here to reset this user's password and send this user a reset email
alert

Create | Cancel

I Note: required fields

Figure 52 Add a New User Form

Utilities

The Utilities module is used to edit the Lookup tables for the application. This module can be
entered from the System Administration Module for users with administrative access. Upon
entering the Utilities module, the administrator will be presented with a table listing all the
available for edit lookup tables in the system. The tables can be sorted by the table name or
description, or the user can search for a table by entering a portion of the table description in the
search box. Upon choosing a lookup table, the user will then have the option to edit, delete, or
add records to the table.
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Figure 53 CARIM Utilities

Please note that the LuTables (Look Up tables) perform a different function. Adding or editing
the records in these tables will affect the data displayed within the system. Edits made to the

table names will only affect the Utilities Module, and will not remove or change the table names
in the database.
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Appendix — Functional Process Flowcharts
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